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H 1. MabSelect SuRe 70 Protein A Xl =2 EM

Matrix Highly cross- Imked agarose

Alkaline-stabilized Protein A-derived
(E. coli)

Ligand

Ligand coupli‘n‘g

Coupling chemistry

Particle size dg,,*

DBC QB >709g trastuzumab per Ilter resin at

6 min RT

220 cm/h (20 cm bed helght)
400 cm/h (10 cm bed height)

Recommended maximum
operating flow velocity*

Stable in aqueous buffers commonly
used in Protem A chromatography

Chemical stability

pH stability, (;p‘)erational§
pH stability, (H:'I‘P‘”

CIP stability“::

Delivery conditions

20% ethanol

* Median particle size of the cumulative volume distribution

T DBC at 10% breakthrough by frontal analysis at a RT of 6 min (100 cm/h) in a HiScreen™ column at
10 cm bed height

* Base matrix packed in an AxiChrom™ 1000 column with 100 cmi.d. at 20 cm bed height, operating
pressure up to 3 bars, using buffers with the same viscosity as water at 20°C

5 pHrange where resin can be operated without significant change in function

7 pH range where resin can be subjected to cleaning-in-place (CIP), 0.1 M NaOH without significant
change in function, 0.5 M NaOH can be used with some loss in capacity
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a3l 2.DBC, QB,,, for MabSelect SuRe 70, MabSelect SuRe LX, and
MabSelect PrismA resins in a HiScreen column at 10 cm bed height using
trastuzumab at different RTs.
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Number of cycles

32! 3. Astudy of accelerated alkaline stability for MabSelect SuRe 70 resin
showed that the resin can be used for 200 cycles at 0.1 M NaOH and for
100 cycles at 0.5 M NaOH with more than 80% relative remaining capacity.
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121 4, Normalized protein A consumable cost using the protein

MabSelect SuRe 70 protein A resin for 5 batches and utilizing the full
lifetime, respectively, at 6 min and 2 min RT. Resin and column packing cost
per gram of mAb produced is calculated based on the number of cycles
used. Using short RT will reduce resin cost at low resin lifetime utilization
and increase costs at high lifetime utilization.
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33! 5. Duration of the MabSelect SuRe 70 Protein A chromatography step

decreases with shorter RT, despite more cycles being run. Resin utilization
does not impact the times required to run a batch.

H 2. Process parameters

Parameter 6 min RT 2minRT

Resin utilization 5 batches | Full lifetime | 5 batches | Full lifetime
Lo crtee 20001

T,ter RSSO HETSON 4259/L .................................................
Column diameter 45cm

Column bed height 20cm 10cm
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H 3. Typical protein A capture protocol

Step Column RT (min)/linear flow Buffer
volume velocity (cm/h) at
(CV) 20 cm bed height
Equilibration 3 6/200 20 mM sodium
phosphate, pH 7.4
+150 mM NaCl*
Load 70% to 80% 6/200 As required
...................................... 0f QBygy,
Wash 1 5 6/200 20 mM sodium
phosphate, pH 7
+500 mM NaCl
Wash 2 1 6/200 50 mM sodium
acetate, pH 6
Elution step 3 6/200 50 mM sodium
acetate, pH 3.5
Strip 2 6/200 100 M acetic acid,
pH 2.9
Cleaningin 3 (15 min 5.2/220 0.1 M NaOH to
place (CIP) contact time 0.5 M NaOH
in upflow)
Re- 3to5 5.2/220 20 mM sodium
equilibration (in upflow) phosphate, pH 7.4
+150 mM NaCl*
Only after last 4 7.5/160 20% ethanol

run/for storage

* For lab-scale use, 20 mM sodium phosphate, pH 7.4 + 500 mM NaCl can be used also for
equilibration and reequilibration to reduce the number of different buffers.
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12 6. Protein A resins for different process scenarios.
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Cytiva and the Drop logo are trademarks of Life Sciences IP Holdings Corp. or an
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The Danaher trademark is a proprietary mark of Danaher Corporation.
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Product Size Product code
HiTrap MabSelect SuRe 70 1x1mL 17542411
HiTrap'MabSeIeuct SuRe 7HO 5x1mL “1“7.542412
HiTrap'MabSeIeHct SuRe 7HO 1x5mL “1“7”542413
HiTrap'MabSeIeHct SuRe 7HO 5x5mL “1“7.542414
HiScreén MabS'éIect SuRHe 70 1x47mL “1“7.542410
MabSe'I‘ect SuRé 70 H 25mL “1“7.542401
MabSe'I‘ect SuRé 70 200 mL “1“7.542402
MabSe'I‘ect SuRé 70 H H 1L “1“7.542403
MabSe'I‘ect SuRé 70 H H 5L “1“7.542404

lect SuRe - 17542405

MabSelect SuRe 70 0L

ReadyToProcess MabSelect SuRe 70
columns

Contact us for sizes and
product codes

Please contact us to request samples of MabSelect SuRe 70 resins.
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